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-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address -- 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- . If tiie period for reply specified above is less than thirty (30) days, a reply v;'ilhin the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment See 37 CFR 1.704(b). 

Status 

1)^ Responsive to communicationfs) filed on 03 November 2003 . 
2a)|EI This action is FINAL. 2b)n This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed In accordance with the practice under Ex parte Quayle, 1 935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) 13 Ciaimfs) 11-28 Is/are pending in the application. 

4a) Of the above ciaim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) E1 Clalm(s)ll:2§ is/are rejected. 

7) n Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: 8)0 accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawl ng(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet{s) including the correction Is required if the drawing(s) Is objected to. See 37 CFR 1 .121 (d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
Priority under 35 U.S.C. §§ 119 and 120 

12) |EI Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a)IEl AII b)n Some*c)n None of: 

1 Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

13) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application) 

since a specific reference was included in the first sentence of the specification or in an Application Data Sheet. 
37 CFR 1.78. 

a) □ The translation of the foreign language provisional application has been received. 

14) 0 Aclcnowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 since a specific 

reference was included in the first sentence of the specification or in an Application Data Sheet. 37 CFR 1 .78. 

Attachments) 

1 ) lEI Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) D Notice of Informal Patent Application {PTO-152) 

3) □ Information Disdosure Statement(s) (PTO-1449) Paper No(s) . 6) D Other: 
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DETAILED ACTION 
Claims n-28 are pending and are considered on the merits. 

Claim Rejections - 35 USC§ 102 
Claims 1 1 , 1 2, 1 4-1 6, 1 8-20, 22-28 are rejected under 35 
U.S.C. 102(b) as being clearly anticipated byJP 06-337267 [0] or Hardy 
etai.M. 

JP 06-337267 discloses a method of making a thromboplastin 
composition comprising: adding sodium glutamate to a thromboplastin 
solution and freeze drying (Example 3). 

Hardy etai. disclose the addition of 0.001 -1 0% glutamic acid to 
thromboklnase (thromboplastin). 

Response to Arguments 
Applicant's arguments filed 1 1 /3/03 have been fully considered 
but they are not persuasive. 

Applicants argue that JP'267 describes a distinct composition from 
the instant composition, but fail to point out how the CLAIMED 
components are distinct from the components of the prior art. Intended 
use does not serve to distinguish compositions. Further, the claims are 
directed to a method of making the composition not a method of use of 
the composition. Compositions have components. If the components AS 
CLAII\/IED are distinct, then the compositions are distinct. The 
components of the claimed composition are the same components as 
disclosed. 

Applicants argue that Hardy etai. disclose a composition which is 
used for a different purpose than their purpose. Also, applicants state 
that glutamic acid is not proper for controlling ISI. Please note that 
glutamic acid Is one of applicant's particularly preferred amino acids and 
is present as a component of the instant composition. Applicants appear 
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to argue that this particular composition does not have utility. Also a 
different intended use does not distinguish compositions or method of 
malcing them. 

Claim Rejections - 35 USC § 103 

Claims 1 3, 1 7, 21 , 26 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over JP 06-337267 [0] or Hardy etaL [U] taken with US 
5,314,695 [B] or US 5,298,599 [A]. 

The claims are directed to a composition comprising 
thromboplastin derived by recombinant technology. 

The primary references have been discussed above. 

US 5,298,599 or US 5,314,695 are cited to show that recombinantly 
produced thromboplastin is known in the art. 

The substitution of a recombinantly produced thromboplastin for 
the thromboplastin of the primary references would have been obvious 
when they were taken with US 5,298,599 [A] or US 5,298,599 [B] who 
teach the production and equivalency of thromboplastin from natural 
sources and recombinantly produced thromboplastin. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection 
presented in this Office action. Accordingly, THIS ACTION IS MADE 
FINAL See MPEP § 706.07(a). Applicant is reminded of the extension of 
time policy as set forth in 37 CFR 1 .1 36(a). 

A shortened statutory period for reply to this final action is set to 
expire THREE MONTHS from the mailing date of this action. In the event 
a first reply is filed within TWO IVIONTHS of the mailing date of this final 
action and the advisory action is not mailed until after the end of the 
THREE-MONTH shortened statutory period, then the shortened statutory 
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period will expire on the date the advisory action Is mailed, and any 
extension fee pursuant to 37 CFR 1 .1 36(a) will be calculated from the 
mailing date of the advisory action. In no event, however, will the 
statutory period for reply expire later than SIX MONTHS from the date of 
this final action. 

To aid In correlating any papers for this application, all further 
correspondence regarding this application should be directed to Group 
Art Unit 1651. The supervisor for 1651 is M. Wityshyn, (703) 308-4743. 
The normal work schedule for Examiner Saucier is 8:30 AM to 5:00 PM 
Monday and Tuesday and 8:30 AM to noon on Wednesday. 

Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Sandra Saucier 
whose telephone number is (703) 308-1084. Status inquiries must be 
directed to the Customer Service Desk at (703) 308-01 97 or (703)-308- 
0198. The number of the Fax Center for the faxing of official papers is 
(7Q3W2-9306. 




Sandra Saucier 
Primary Examiner 
Art Unit 1651 
January 2, 2004 



